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Introduction

 What information should | share with you
today?
— Scientific data or...
— Narrative - our experience
— Advocacy strategy and future steps

* From what point of view?
— Researcher
— Activist
— CBO representative



©= Our recent history with PrEP

e 2009: AIDES board of directors takes the

decision to participate in Ipergay

* 2009: Preparatory Ipergay survey

 2010: Community-based consultation TRT-5
+ 2012- Today: ANRS-IPERGAY trial

e 2013: ANRS working group — RTU PrEP

2014 USA PHS/OMS Guidelines

e 2014: FlashPrEP survey

+ 2014: IPERGAY: stop placebo arm

e 2017?: Access to PrEP
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~ TRT-5 Community Consultation (1)

e 2010 - 300 participants — 10 French cities
e Opportunity for the HIV/AIDS associations
— to work together on this topic
— to involve LGBT associations in rethinking prevention

* PrEP trial project as an innovative field is perceived as an
opportunity

— to inform on ongoing prevention research & new prevention
tools

— to mobilize or remobilize LGBT bodies and gay men on HIV
prevention among gay men

* Mobilization, discussions, debate on HIV prevention, strategies
and tools
Thanks to Francois Berdougo for this slide @@ an@s
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~ TRT-5 Community Consultation (2)

* Regarding the process
— Lack of time to build and implement the process
— Lack of time during the meetings

— Not really a “community consultation” but an “associative
consultation”

* Regarding the content
— Confusion between “PrEP as a tool” and “PrEP research”
— To inform and consult? or To mobilize and recruit?

Thanks to Francois Berdougo for this slide AIDES an@s
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Why we did it? Because...

° An opportunity to fulfill a need (survey 2009)

* A possibility to include and ensure counseling and personal
coaching regarding sexual health

° Integration of a psychosocial approach in the biomedical
project

* Social transformation
* Potential benefits of iPrEP
— Higher adherence: more convenient dosing regimen

— Better safety: lower drug exposure (kidneys, bones)

— Cost-effectiveness

Mus



St u d y D es i g n

Effectiveness of “on demand” PrEP
Randomized placebo-controlled trial

Full prevention services*
——  TDF/FTC before and after sex

eHigh risk MSM (n=950)
eCondomless anal sex with > 2
partners within 6 m ]
«eGFR > 60 mL/mn Full prevention services*
——  placebo before and after sex
(n=950)

= Counseling, testing for STI, condoms, vaccination, PEP, self-support groups
= Primary endpoint : HIV infection

= |Incidence of HIV-infection: 3%PY, 50% efficacy, 64 events

Thanks to Prof. Jean-Michel Molina for this slide AIDES an@s

us



Ipergay : Event-Driven iPrEP

2 tablets (Truvada® / placebo) 2-24 hours before sex
1 tablet (Truvada® / placebo) 24 hours later

1 tablet (Truvada® / placebo) 48 hours later

AN NN

Retention rate = around 85 %

v
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Thanks to Prof. Jean-Michel Molina for this slide an@s



Ipergay : Event-Driven iPrEP

What happens around the appointments
in IPERAGY trial for a participant?

1
1
J
1
1
J

Doctor: Pre-test counseling
STI’s consultation

Focus Group

Pharmacist: Trial Tablets & observance

Long Counseling

Nurse : Blood samples / STI Traitements
Vaccinations / Next appointment

————————————————— ———
————————————— ———— —— —

t
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Availability to requests / emergencies = phone — messages (SMS, WhatsApp) — emails

|

Thanks to Stéphane Morel for this slide
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Paris, October 29, 2014

Press release

A SIGNIFICANT BREAKTHROUGH IN THE FIGHT
AGAINST HIV/AIDS

A drug taken at the time of sexual intercourse
effectively reduces the risk of infection

The ANRS IPER(‘AY tnal d eeeeeeee tes the eﬁecti eeeeeeee f a p eeeeeeeeeeeeeeeeeee
(amlr etroviral treatment) aga HIV [AIDS h taken at the time of sexual intercourse. All trial
participants will n b ftf 1 this prophylax

e PROUD breaking news

* Independent board: results of Ipergay

* |PERGAY breaking news 29/10/2014

* What impact of stopping the placebo arm?

 What about peers (sexual health coach)? Pride,
recognition, emotion. “We are making history”

e Current reflection regarding the following essay steps’

»»»»»»
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Objectifs I-:’I'E P

To characterize HIV- people awareness regarding PrEP,
willingness and intention to use PrEP

What populations are informed? What populations are willing
to take PrEP? And what proportion among them declare to have
the intention to get PrEP?

What are the reasons for being interested/or having the
intention and vice versa?

To characterize informal PrEP use

Rnines] s



Preliminary Results PrEP

3024 respondents
* Internet and paper survey

 33.6% aware of PrEP before answering the
guestionnaire

* Intention to use PrEP is available : migrants,
heterosexual men, most-at-risk populations, informal
PrEP users

e 4.5 % informal use of PrEP (75% MSM, 12.6%
heterosexual men and 9.4% women)

e  Much more to come....



Next Steps

* Advocacy national strategy:
— Open-label inside Ipergay
— Open-label PrEP in France

— Ask to medical associations to establish guidelines/recommendations
concerning informal PrEP use

— Brig value to the coach/support provided by peers

* Advocacy European strategy:
— ECDC
— EATG
— Others

* Dissemination of Flash-PrEP survey results: health-policy makers, people
participating in the survey, associative and scientific arena

Mus
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Muchas gracias...

drojas@aides.org

www.aides.org
www.ipergay.fr
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UK PROUD pilot study
update

Mitzy Gafos on behalf of the PROUD study

MRC | Medical Researc h Counci



Clinical trial evidence for oral PrEP

Effect size (CI)

Partners PrEP — daily Truvada | —®— | 7505 (55; 87)
(Discordant couples — Kenya, Uganda) ’
Partners PrEP — daily oral Tenofovir — = 67% (44: 81)
(Discordant couples — Kenya, Uganda) | ’
TDF2 — daily Truvada B 0 .
(Heterosexuals men and women- Botswana) : 62% (22; 84)
Bangkok Tenofovir Study— daily oral Tenofovir | a 49% (10; 72)
(IDUs— Thailand) '
IPrEx — dally Truvada i — . 449, (15 63)
(MSM - America’s, Thailand, South Africa) '
FEMPIEP — daily Truvada | 6% (-52; 41)
(Women — Kenya, South Africa, Tanzania) '
MTNOO3/VOICE — daily Truvada = -4% (-49; 27)
(Women — South Africa, Uganda, Zimbabwe)
MTNOO3/VOICE — daily Viread . -49% (-129; 3)
(Women - South Africa, Uganda, :
Zimbabwe) Lo, L

-130 / -60 -40 -20 0 20 40 60 80 100

Source: Adapted from Abdool Karim SS. Lancet 2013 Effectiveness (%)



UK Position

e March 2011: BHIVA-BASHH position statement
e Need evidence for the value of PrEP in the UK

e Recommend that ad hoc prescribing of PrEP be
avoided and PrEP be prescribed in the context
of a clinical research study in order to collect
UK specific information as quickly as possible.

International Journal of STD & AIDS 2012; 23: 1-4




PROUD Pilot Study

PRe-exposure Option for reducing
HIV in the UK: an open-label
randomisation to immediate or
Deferred daily Truvada for HIV
negative gay men

http://www.proud.mrc.ac.uk/



PROUD Pilot

500 MSM reporting UAI last/next 90days
18+, Willing to take a pill

:

Randomize HIV negative MSM
(exclude if on treatment for hepB/Truvada contra-indicated)

N\ —

Truvada NOW and MI+ —@Jvada IN 12M and MID

l Follow up

extended to
end of study

Follow 3 monthly for up to 24 months |=——>

Main endpoints: recruitment and retention

Effectiveness




Methods

e Study recruitment: Nov 2012-Apr 2014
e Study clinics: 13 sexual health clinics
e 8 in London

e 5 in Birmingham, Brighton, Manchester,
Sheffield, York

e Data collection: baseline self-completed
demographic and behavioural paper CRFs

e Analysis: STATA v13



Baseline demographics (n=535)

e Median age 35
e Majority:
e White ethnicity (78%)
e UK born (59%)
e University educated (61%)
e Employed (72% full time; 10% part time)
e Identify as gay/homosexual (95%)
e Not in ongoing relationship (54%)
e 30% living with partner



Baseline Behaviour

High use of recreational drugs
e /3% used recreational drugs in last 3 months

e 43% used recreational drugs associated with
chemsex

Frequent attendance at sexual health clinics
e Median 3 visits in last year for HIV testing
e Median 3 visits in last year for STI testing

High PEP use
e 36% used in last year
e 14% used more than once in last year

High STIs
e 64% self-reported STI in last year



Baseline Sexual Behaviour

e Median on 10 anal sex partners in last 90 days
e Median 2 partners condomless as receptive
e Median 2 partners condomless as incertive
e Median 7 new partners




Reasons for not using a condom at
last condomless anal sex

/ 66%

51%
349%
N =70/ /\
./ /70 2 o
4% 21% 22%
189,
16%
11%
7% 7% 6% [
O & N N &
o > 0‘6\

% of positive responses




HIV status of last condomless anal
sex partner

®m don't know
®m thought HIV negative

» thought HIV positive &
on treatment

®m thought HIV positive &
not on treatment or dkn




General HIV risk management
strategies

15%

use condoms ask partners to| sero-sort neg sero-sort pos- strategic don't think
use condom tx positioning about risk

k A / reduction




General perception of HIV risk
during condomless anal sex

1% 2%

M No risk

M A little risk

W Somewhat at risk
M Large risk

® Very large risk

M missing




Summary

e The PROUD cohort:
e Median age similar to age at diagnosis
e Highly educated, predominately employed
e Engaged with SH clinics & using PEP for prevention

e In comparison to other UK data, participants report
higher rates of:

e Condomless anal sex partners 1
o STIs?

e PEP use3

e Drug use, especially drugs associated with
chemsex*

1Phillips et al. (2013) Increased HIV Incidence in MSM Despite High Levels of ART-Induced Viral Suppression. PLoS ONE 8(2);
2http://www.hpa.org.uk/stiannualdatatables; 3PHE. STI annual data tables. Table 5: All STI diagnoses & services by gender &
sexual risk, 2009-2013; “4http://www.ihra.net/files/2012/09/04/Chapter_3.3_MSM __.pdf



http://www.hpa.org.uk/stiannualdatatables

Summary

e Large majority of participants perceived themselves to
be at risk

e Significantly higher perception of risk in those with a
recent history of STIs

e Active management of risk at enrolment
e Appeared to be polarised: condoms or sero-sorting

e PROUD attracted gay men at suitably high risk of HIV to
benefit from PrEP.



Next Steps

PROUD results scheduled for release Q1 2015
e CROI/Lancet

Community organisations revising statement
BASHH-BHIVA plan to revise position statement
Clinical reference PrEP sub-group

PROUD pilot — ongoing follow up to April 2016
HTA revised trial application
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PrEParing For
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by Damon L. Jacobs,




In the early days, "condoms only” was the only
accepted approach to HIV education and
prevention




Despite our best prevention efforts, new HIV
diagnoses have remained stagnant for over a
decade in the U.S.

Estimated number of new HIV infections
1980-2010
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=&=Qverall HIV incidence =#=Men who have sex with men

Injection drug users (including MSM) =#=Heterosexual transmission




- Following the FDA approval of Truvada for PrEP
on July 16, 2012, came the stigma associated
with use of this prevention regimen.

=1 David Duran « eccome afan W
. Freelance Journalist

Truvada Whores?




On July 1, 2013, | started the first international group in social media using
FaceBook. Named “PrEP Facts: Rethinking HIV Prevention and Sex, this
was an opportunity for people anywhere in the world to receive.:

Science
Research
Opinions

Facts

Tools for Discussing PrEP with Doctors




People use PrEP to Experience
P.L.E.A.S.U.RE.

Peace of mind
Living without fear
Expectations of staying HIV negative




